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meeting blxl]I"Wc)uld like to submn my mmmcnts“ lesz accept thxs Letier us my for nml
comment on the propased new policy. While 1 strongly support the FDA’s efforts o '_ e
) imreasc ruguldlmn of rcprocwsurs of single use medical devices, 1 do not believe th m.w o
F DA pohcy is surﬁuenl

,1 am a < @é{wﬁ e, 29 .,(,‘f’:‘ el work- n /.:,r:’h foaur” . o
hospnal in/g g A1 havc been and continue to be concerncd with the reusc of
~used disposab le lllbdlCdl evices. | am concerned about the potential for patient injury
from both a fdllure ot tht, dwxce as well as the sprez wl of infectious diseases. Theseare
~not theoretical concerns. Pubhshed articles in LS News & World qurt the NY Times,”
' the LA Times sud Forbes Magazine describe actual patient injurics. 1 also believe that
many infections are undcr-reported duc to insufficient patient tracking and that many

injuries »chxc to devicc failure are undcr—repnrtccl due to lcgal liability concerns.

Allhough many ermLcssors L,Lum that reprocessing has been going on flor twuuy ymrc:
the hat this was fspe(,t to reusable devices and opened but unuscd single use
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: devnces In today’s COst wlung environment, it is proper to look at all possiblc areas to
save mom.y, ‘but 1upr0uu>1m, ‘complex, plastic, single used devices such as biopsy
farwpb sphmclcrolomcs clectrophysiology catheters and angmplasty catheters is simply

not a safc avenue to pursue untll thuac reprocu»cd devices receive FDA dppmval lor ‘
reuse, ' ‘

; ,’Lhns pmcuco. qlso poses m.my ethlcal quc.suons lhm. is no mulu.a] be.nctu 0 lhe

patient, and‘ it is my understanding, that the patnenl does not receive lower healthcare
costs. Itis alqo'\ my lmdcrstandmgfthat patients arc not told that used disposable devices |
will be used on them. Without such knowlcdge, patients cannot protect themselves. Asu
hcalthcarc prulessxonal 1 want 10 speak out on their behalf.
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e can be no argument that if clinical tests were set up 10 prove whethe

reprocessed uscd disposable device was safe for reusc, informed patient consent

- required. Strangely, proponents of reusc rely on a lack of any data 1o supporta
.. conclusion th safe and patients need not be told. Without sufficient

_ akin (o human

-

s for reusable devices. Reprocessing a single use device sir
cvice, 'The new policy, therelore, is unnecessary. o

The is also insuffic lie‘mfl'vo prolect patient safety. Dat
cffectiveness will only be required for “high risk™ devices, and | ,,
publicly that very foew devices will be deemed high risk. Reprocessors of low r
~ will receive even less regulatory oversight than they do today. As one example ;
biopsy lorceps are Class | exempl devices and will likely be decmed low risk devices,

despite studics by manufacturers showing that many reprocessed biopsy forceps sitting on-

hospital shelves are contaminated with drug resisiant bacteria. Importantly, biopsy =

lforeeps are critical devices which break the mucosal barrier when samples are taken and,
- thus, can casily pass bacteria remuining on the device to the unsuspecting patient. .
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Reprocessors of single use devices claim to have the equipment and expertise ,néécss@ry‘
o “properly” reprocess used single use devices. They arc. therefore, manufacturers inthe
eyes of healthcare workers and patients. Tn addition, reprocessing a single use device for
_reuse changes the device into a reusable device. Accordingly, reprocessors should be
. regulated in the same manner as original equipment manufacturers using the existing
FDA regulations for reusable devices. To create a new regulatory policy wastes valuable
- FDA resources and delays regulatory enforcement putting, thus patients unnecessarily at
risk for an undetermined period of time.
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